
289 

Public Health Service, HHS § 52h.4 

1 The DHHS General Administration Man-
ual is available for public inspection and 
copying at the Department’s information 
centers listed in 45 CFR 5.31 and may be pur-
chased from the Superintendent of Docu-
ments, U.S. Government Printing Office, 
Washington, DC 20402. 

the applicant institution, offeror or 
principal investigator that in the ag-
gregate exceeds $10,000 per year; this 
amount includes honoraria, fees, stock 
or other financial benefit, and addi-
tionally includes the current value of 
the reviewer’s already existing stock 
holdings. The Director, NIH, may 
amend the dollar threshold periodi-
cally, as appropriate, after public no-
tice and comment; or 

(3) Has any other interest in the ap-
plication or proposal that is likely to 
bias the reviewer’s evaluation of that 
application or proposal. Regardless of 
the level of financial involvement or 
other interest, if the reviewer feels un-
able to provide objective advice, he/she 
must recuse him/herself from the re-
view of the application or proposal at 
issue. The peer review system relies on 
the professionalism of each reviewer to 
identify to the designated government 
official any real or apparent conflicts 
of interest that are likely to bias the 
reviewer’s evaluation of an application 
or proposal. 

(r) Request for proposals means a Gov-
ernment solicitation to prospective 
offerors, under procedures for nego-
tiated contracts, to submit a proposal 
to fulfill specific agency requirements 
based on terms and conditions defined 
in the request for proposals. The re-
quest for proposals contains informa-
tion sufficient to enable all offerors to 
prepare proposals, and is as complete 
as possible with respect to: nature of 
work to be performed; descriptions and 
specifications of items to be delivered; 
performance schedule; special require-
ments clauses, or other circumstances 
affecting the contract; format for cost 
proposals; and evaluation criteria by 
which the proposals will be evaluated. 

(s) Research has the same meaning as 
in 42 CFR part 52. 

(t) Research and development contract 
project means an identified, cir-
cumscribed activity, involving a single 
contract or two or more similar, re-
lated, or interdependent contracts, in-
tended and designed to acquire new or 
fuller knowledge and understanding in 
the areas of biomedical or behavioral 
research and/or to use such knowledge 
and understanding to develop useful 
materials, devices, systems, or meth-
ods. 

(u) Scientific review group has the 
same meaning as peer review group, 
which is defined in paragraph (k) of 
this section. 

(v) Solicited contract proposal has the 
same meaning as the definition of offer 
in 48 CFR 2.101. 

(w) Unsolicited contract proposal has 
the same meaning as unsolicited pro-
posal in 48 CFR 15.601. 

§ 52h.3 Establishment and operation of 
peer review groups. 

(a) To the extent applicable, the Fed-
eral Advisory Committee Act, as 
amended (5 U.S.C. appendix 2) and 
chapter 9 of the DHHS General Admin-
istration Manual 1 shall govern the es-
tablishment and operation of peer re-
view groups. 

(b) Subject to § 52h.5 and paragraph 
(a) of this section, the Director will 
adopt procedures for the conduct of re-
views and the formulation of rec-
ommendations under §§ 52h.7, 52h.9, and 
52h.10. 

§ 52h.4 Composition of peer review 
groups. 

(a) To the extent applicable, the se-
lection and appointment of members of 
peer review groups and their terms of 
service shall be governed by chapter 9 
of the DHHS General Administration 
Manual. 

(b) Subject to paragraph (a) of this 
section, members will be selected based 
upon their training and experience in 
relevant scientific or technical fields, 
or upon their qualifications as authori-
ties knowledgeable in the various dis-
ciplines and fields related to the sci-
entific areas under review, taking into 
account, among other factors: 

(1) The level of formal scientific or 
technical education completed or expe-
rience acquired by the individual; 

(2) The extent to which the indi-
vidual has engaged in relevant re-
search, the capacities (e.g., principal 
investigator, assistant) in which the 
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